U.S. Serial No. 10/586,688 Docket No.: K2 '100.0001 

Amendment In Response to February 19. itOlQ Final Office Action 

REMARKS/ARGUMENTS 

Claims 1-10 and 12-21 are pending in the subject application. Claims 1-10 and 12-21 
are rejected. Applicants have hereinabove amended 18, and added new claims 28 and 29. 

g] -> i i i1 I 12-21. as u u 

claims 28 and 29 will be pending and under examination. 

\ppi cants es >e< uih reqiii t the Examiner to enter this Amendment into the 
record since the amendments to the claims hereinabove and the remarks/arguments set 
forth below place the subject application in condition tor allowance, or at the very least 
reduces the number of issues on appeal. 

Applicants maintain that the amendments to claim 18 do not raise any new matter, 
and that the claims, as amended, are fully supported by the specification as originally 
.filed. 

Applicants also maintain that new claims 28 and 29 do not raise any new matter, 
and that the new claims are fully supported by the specification as originally filed. 
Support for the amendments to new claims 28 and 29 is found, inter alia, in the 
spcx r a k n as ox s: page $ - " ( - > - e I nes S~7 and page 10, 1 e 16 tc papa 
12, line 15; page 27, line 21 to page 28, line A, 

In making these amendments, applicants neither concede the correctness of the 
xamim sn dons in he Feb uar> 2i T i 3 ice \ctiou, re : > i c << o 
?trs\ v >^ mv >j ? \ I ) t x \ K 

In view of the arguments set forth below in this Amendment and claim 
amendments hereinabove, applicants maintain that the Examiner's rejections made in the 
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\, >rl,i' in Reriporsse io February ;9, 2010 Final Office Actio;-; 

February 19, 2010 Final Office Action have been overcome, and respectfully request that 
the Examiner reconsider ami withdraw same. 

C ?„« Rcjoc u>r^ nd<t * * I > < § 11 ragr aph (Enablement) 

The Examiner states that claims 18-21 are rejected under 35 U.S.C. § 112, first 
paragraph, as allegedly containing subject matter which was not described in the 
specification in such a way as to enable one skilled in the art to which it pertains, or with 
which it is most nearly connected, to make and use the invention commensurate in scope 

th c i - ? 5. Fxiit i ^ e T i ^ c s ^ ; , 

enablement for a method that does not administer the carrier specifically to a site of 
endothelial ceil tissue damage. 

In response, to e I m-mtv^ i .K>r l n* s ' lieu ct ^ a it- 
correctness thereof, applicants note that claim: 18 has been amended. Amended claim 18 
now recites "[a] drug control method comprising in vivo administering the pharmaceutical 
composition of claim 12; allowing said composition io accumulate on a damaged 
endothelial cell site of a tissue; and allowing the drug to act on die damaged endothelial 
ceil sited Hence, the Examiner's rejection to claims 18-21, as amended, is obviated. 

In view of die above remarks, applicants maintain that claims 18-21, as amended, 
satisfy the requirements of 35 U.S.C. § 112, first paragraph, and request that the Examiner 
reconsider and withdraw this ground of rejection. 



DOCSNYmo-!62v2 



U.S. Sera? No. 3 0/586,688 Docket No.; K2K;0.lX)0! 

< i T Resp < February 1 2 H i sal Office Ad n 

Claim Rejecti ons Under 35 U.S .C § 103(a) ..(Obyioasness) 

The Examiner states that claims 1-10 and 12-21 are rejected under 35 U.S.C. § 103(a) 
as allegedly unpatentable over Kazoo et al. 0P 07-089874), as evidenced by Di.etionary.com 
(http://dictionary.reference.convbrowse/ting6). 

In response to the Examiner's rejection of claims 1-10 and 12-21, but without 
conceding the correctness thereof, applicant notes that claim IS has been amended. In 
addition applicants respectfully traverse, and maintain tha I >: • - establish 

a;; n aci asc >m i sness again* he: * eted claims. 

To establish a prima facie case of obviousness, the Examiner must demonstrate three 
things with respect to each claim. First,: the cited references, when combined, teach or 
, c^* . j w * i -vent of the claim. Second, one of ordinary skill would have been 
motivated to combine the teachings of the cited references at the time of the invention. 
And third, there would have been, reasonable expectation that the claimed invention 
would succeed. 

The Examiner fails to present a prima facie case of obviousness since the cited 
references at least do not teach or suggest each and every element, of claims 1-10 and 12-21. 

For example, the Examiner concedes that Kazuo et al. does not teach the use of 1,- 5- 
dipalmitoybl-gliUamate-succinic acid (DFEA), as required by claim 1. However,, to make 
up for this apparent deficiency, the Examiner makes an unsupported statement that 
"DFEA is a known species of palmitic acid in the prior art." To the contrary, applicants 
respectfully point out that DPEA is not known or recognized as a species of palmitic acid. 
DFEA comprises a pa.lmit.yl alcohol- derived structure within the molecule, and does not 
comprise a palmitic acid-derived structure. Indeed, DPEA comprises two palmityl 
alcohol-derived structures, an L-glutamace-derived structure, and a. succinic acid-derived 
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Amendment In Response to February 19, 2010 final Office Action 

structure. Further, a carboxyl group within the DPF.A molecule is a portion of the succinic 
. , .h ii i , Aceodmgiy, one skHed in the cm could not have understood that 
DPEA is a species of palmitic acid. 

Further, the Examiner states "Kazoo et a!, teaches that the carrier also comprises 
bilizing agents such is I 1 

3)." > i < vat Kazuo et a! does noi t *ri - - - c arid can be 

used as a stabilizing agent by itself Pa agrap [0041] of Kazuo et a iscloses that 
"specifically, a derivative comprising a hydrophobic compound of palmitic acid.,. etc, and 
the aforementioned compound is desirable." In other words, it is disclosed that palmitic 
acid is used as a derivative (specifically, a bonded compound) with an '''aforementioned 
compound/' wherein the "aforementioned compound" is "a compound of at least more 
than one aliphatic primary amine or secondary amino group, amidino group, or aromatic 
primary amine or secondary amino group." See, e.g., pai 1 of Kazuo etal. 

DPEA molecules do not contain an aliphatic amino group, an aromatic amino 
group, or an. amidino group. Therefore, the derivative comprising palmitic acid and the 
"aforementioned compound" described in paragraph [0041] of Kazuo et al. clearly differs 
from DPEA. Furthermore, DPEA Is not a known species of said derivative in die prior art. 

Accordingly, the combination and use of DPEA with a phospholipid having a 
phosphatidylcholine group and a sterol as constituents of the claimed invention is not 
obvious based on the cited references. 

In view of the above remarks, applicants maintains that claims "1-10 and 12-21, as 
amended, satisfy the requirements of 35 U.S.C. § 103(a), and request that the Examiner 
reconsider and withdraw this ground of rejection. 
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U.S. Serial No. 1 0/586,688 Docks! No.: K2100.0001 

Aineadnvini la Response to Febru.3-y 19, 201 C final Office Action 

The Examiner also states that claims 1-10 and 12-16 are rejected under 35 i S € § 
v <. a-> i i is ^ \ ~o oe^ h ) ^ do "13 hJ 1 j 

In response to this rejection of claims 1-10 and .1 2-16, but without conceding the 
correctness re< pplic - *p< d\ traverse, and maintain that the Examiner fails 
toes I i i prima fact case j 5b 1 yusness against the i 1 led claims 

m ser a s to presen < t? case of obviousness since the died 

reference at least does not teach or suggest each and every element of claims 1-10 and. 12- 
16. 

For example, as the Examiner concedes, Tsuchida does not teach or suggest the use 
of DPEA, as required by claim 1. However, the Examiner again makes the same 
unsupported statement that "DPEA is a known species of palmitic acid in the prior art" in 
order to make up for this apparent deficiency. As discussed above, DPEA is not known or 
recognized as a species of palmitic acid. 

Thus, Tsuchida fails to teach or disclose all of the elements in at least independent 
claim 1, and, as a result claims 1-10 and 12-16 are not obvious in light of Tsuchida, 

In view of the above remarks, applicants maintains that claims 1-10 and 12-16, as 
amended, satisfy the requirements of 35 U.S.C § 103(a), and request that the Examiner 
reconsider and withdraw this ground of rejection. 

Q mi ssion 

Applicants maintain that claims 1-10 and 12-21, as amended, and new claims 28 and 
29 are in condition tor allowance. Accordingly, allowance is respectfully requested. 
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Amende teni .; Resj: < »s tse to February 19.. 2010 Final Office 4cti< »n 

If a telephone conference would be of assistance in advancing prosecution of the 
subject application, applicants' undersigned attorney invites the Examiner to telephone her 
at the number provided below. 



Dated: May 19, 2010 Respectful!) submitted, 

b> v 'e' d 

Cindy Yang 

Registration No. 55,749 
DICKSTEI N SHAPIRO LLP 
117? Avenue of the Americas 
New York, New York 10036-2714 
(2.1.2) 277-6500 
Attorney for Applicants 
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